From: Anne Turnbough

To: Laws. Meredith

Subject: 53883- CSI/ Imidacloprid

Date: Thursday, August 29, 2013 2:22:34 PM

Attachments: Letter Re Neonicotinoid Products from Dr. Steve Bradbury.pdf

Pollinator Protection Box Augl5.docx

DIRECTIONS FOR USE Augl5.docx

Memo (Bee Hazard Labeling).docx

Response to EPA - Imidacloprid - Pollinator languaage 8-29-2013.doc
Importance: High

Hi Meredith,
A quick question for clarification.

- CSl never received a copy of the Aug 15% letter ( Sr. Bradbury attached) —so | am now
trying to determine if this was just an oversight or whether CSl is still required to make
changes to Imidacloprid registrations on file.

We also have several granular products that may be exempt per letter.

| am leaving CSI and am trying to ensure that | take care of all amendments prior to my departure.

Let me know your thoughts,
Anne

EPA Reg. No EPA Name

53883-198 IMI Termite G

53883-199 IMI 0.5G Insecticide

53883-201 IMI 75 Insect. In Water Soluble Packets
53883-205 IMI 1.47% Concentrate

53883-214 IMI Tech

53883-217 IMI 0.22 G Plant Granules

53883-219 IMI 0.3 G

53883-221 IMI 2lb flowable

53883-225 Dominion 4 Ib

53883-226 IMI 0.22 G T & O Insecticide
53883-227 IMI 1.0% G Insecticide

53883-229 IMI 2lb Insecticide

53883-230 IMI Lambda G Insect Granules
53883-232 IMI 2lb Greenhouse&Nursery Insecticide
53883-237 IMI 4Ib Insecticide

53883-238 CSI Fly Bait

53883-252 Dominion 1.47 Plus Lambda 0.5% Liquid
53883-256 IMI 0.22 G Ready to Spread Gran
53883-275 IMI'0.235

53883-GEl CSI Imidacloprid + Fipronil SC
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AUG 1 5 2“13 OFFICE OF CHEMICAL SAFETY
3 AND POLLUTION PREVENTION
TO: Registrants of Nitroguanidine Neonicotinoid Products

SUBJECT: Pollinator Protection Labeling for Nitroguanidine Neonicotinoid Products

Dear Registrant:

You are receiving this letter because your company holds registrations for products containing
clothianidin, dinotefuran, imidacloprid or thiamethoxam that have use directions for outdoor foliar
application.

L. Summary

This letter is a follow up to my July 22, 2013 letter which indicated that the EPA was developing
label text intended to minimize exposure to bees and other pollinators from nitroguanidine
neonicotinoid pesticides. Additionally, the July 22, 2013 letter requested the submission of
efficacy data and your company’s pollinator stewardship plan. The letter also notified you to report
under section 6(a)(2) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) any
incidents involving pollinators on an accelerated 10-day schedule.

The EPA has completed its assessment of what new labeling terms are necessary on all products
registered for outdoor foliar use. As described below, the necessary label changes include a
“Pollinator Protection Box,” as well as new pollinator language to be added to the Directions for
Use section of each label. These labeling terms will highlight the measures necessary to better
protect pollinators and also help achieve label clarity and consistency across this chemical class. It
is essential that these label statements are immediately implemented on the labeling of eligible
products. If you do not address the labeling changes described in this letter, EPA will take
appropriate action to ensure that these products are consistent with the requirements of FIFRA. If
these changes are made in the expedited fashion described in this letter, we anticipate labels with
the new language will be available for the 2014 use season.

II. Products Addressed in this Letter

This letter applies to all products (FIFRA Section 3 and 24(c) Special Local Need registrations)
that have outdoor foliar use directions (except granulars) containing the active ingredients
clothianidin, dinotefuran, imidacloprid or thiamethoxam regardless of formulation, concentration,
or intended user.





ITIT. What You Need to Do

Submit a fast-track amendment to revise product labels incorporating the new labeling as described
below and in the attachments no later then September 30, 2013.

On EPA Form 8570-1, Application for Pesticide Amendment, please indicate in the explanation
box that this is a fast-track amendment to incorporate the new pollinator protective labeling.

A. Label Changes

1. Pollinator Protection Box: Place the Pollinator Protection Box on the label
following the Environmental Hazards section. Note: the Bee icon provided must
not be altered.

2. Directions for Use: Place the pollinator language under the “Directions for Use”
header directly following the misuse statement (“It is a violation of Federal Law to
use this product in a manner inconsistent with its labeling™). At this time these
statements are not intended to be placed under each crop or site.

3. In current labeling you must replace any reference to bees “actively visiting,”
“actively foraging,” or “visiting” with “foraging.” Do not delete or change any
other existing bee/pollinator statements.

EPA acknowledges that these labeling changes are generic in nature and that there may
be existing pollinator safety information on your current label that may not be fully
compatible with the generic statements attached to this letter. We also recognize that
there could be product-specific pollinator language that provides additional protection
and EPA does not intend that this language be removed. We will address all other
product-specific issues with individual companies during our review of the labels with
the goal of maintaining the objective of label consistency and enforceability.

Please note that the new text must follow the requirements for prominence, legibility
and font size specified in 40 C.F.R. 156.10.

B. Submission of an Electronic Label

1. Registrants are requested to submit an electronic label (text .pdf) along with the
fast-track amendment application. Guidance for electronic submission, including e-
labels, can be found on the EPA's website at:

http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm

2. The electronic label must be a text .pdf (not image) file and should be named using
the filename syntax in the guidance below:





[co#]-[prod#].[yyyymmdd].[anything else].PDF

3. Please ensure that you have provided a highlighted copy of the draft
label showing all of the changes that you have made.

C. Address
The submissions are to be sent to the Document Processing Desk address listed below.
Personal/Courier Service Deliveries (e.g., FedEx)

The following address should be used for amendments that are hand-carried or sent by
courier service Monday through Friday, from 8:00 AM to 4:30 PM, excluding Federal
holidays.

Document Processing Desk

Office of Pesticide Programs (7505P)

U.S. Environmental Protection Agency

Room S-4900, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

ATTENTION: Pollinator Fast-Track Amendment

As a reminder, if it has not already been submitted, the EPA is awaiting the arrival of the requested
pollinator stewardship plans and the requested efficacy data. Please submit the stewardship plan
and efficacy data no later than September 3, 2013 via email to laws.meredith(@epa.gov. If EPA
does not receive this information by that date, the Agency will consider whether further action on
your products is appropriate.

If you have any questions about this letter, please feel free to call Lois Rossi at (703) 305-5447 or
Meredith Laws at (703) 308-7038.

Sincerely,
v

. 0N f/// ;;;/
St Ao r” iy
Steven Bradbury, PhD., Director
Office of Pesticide Programs

Attachments: Pollinator Protection Box
Directions for Use Statements
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PROTECTION OF POLLINATORS
Application Restrictions
 
exist for this product because of risk to bees and other insect pollinators.  Follow application restrictions found in the directions for use to protect pollinators.
 
Look for th
e
 bee hazard icon 
in the Directions for Use for each application site for specific use restrictions and instructions to protect bees and other insect pollinators.
This product can kill bees and other insect pollinators
.
Bees and other insect pollinators will forage on plants when they flower, shed pollen, or produce nectar.
Bees and other insect pollinators can be exposed to this pesticide from:
Direct contact during foliar applications, or contact with residues on plant surfaces after foliar applications
Ingestion of residues in nectar and pollen when the pesticide is applied as a seed treatment, soil, tree injection, as well as foliar applications.
When Using This Product Take Steps To:
Minimize exposure of this product 
to bees and other insect pollinators when they are foraging on pollinator attractive plants around the application site.
Minimize drift of this product on to beehives or to off-site pollinator attractive habitat.   Drift of this product onto beehives 
or off-site to pollinator attractive habitat 
can result in bee kills.
Information on protecting bees and other insect pollinators may be found at the Pesticide Environmental Stewardship website at:
 
http://pesticidestewardship.org/PollinatorP
rotection/Pages/default.aspx.
  
Pesticide incidents (for example, bee kills) should immediately be reported to the state/tribal lead agency.  For contact information for your state, go to:
 www.aapco.org/officials.html.
 
 
Pesticide incidents 
should
 also be reported to the National Pesticide Information Center at: 
www.npic.orst.edu
 or directly to EPA at: 
beekill@epa.gov
  
)

image1.png








DIRECTIONS FOR USE



1. FOR CROPS UNDER CONTRACTED POLLINATION SERVICES

 Do not apply this product while bees are foraging.  Do not apply this product until flowering is complete and all petals have fallen unless the following condition has been met.  



If an application must be made when managed bees are at the treatment site, the beekeeper providing the pollination services must be notified no less than 48-hours prior to the time of the planned application so that the bees can be removed, covered or otherwise protected prior to spraying.





2.  FOR FOOD CROPS AND COMMERCIALLY GROWN ORNAMENTALS NOT UNDER CONTRACT FOR POLLINATION SERVICES BUT ARE ATTRACTIVE TO POLLINATORS 

Do not apply this product while bees are foraging.  Do not apply this product until flowering is complete and all petals have fallen unless one of the following conditions is met:

· The application is made to the target site after sunset

· The application is made to the target site when temperatures are below 55˚F

· The application is made in accordance with a government-initiated public health response

· The application is made in accordance with an active state-administered apiary registry program where beekeepers are notified no less than 48-hours prior to the time of the planned application so that the bees can be removed, covered or otherwise protected prior to spraying

· The application is made due to an imminent threat of significant crop loss, and a documented determination consistent with an IPM plan or predetermined economic threshold is met.   Every effort should be made to notify beekeepers no less than 48-hours prior to the time of the planned application so that the bees can be removed, covered or otherwise protected prior to spraying.





3.  Non-Agricultural Products: 

	Do not apply [insert name of product] while bees are foraging.  Do not apply [insert name of product] to plants that are flowering.  Only apply after all flower petals have fallen off.     
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MEMORANDUM



TO:	  Regulatory Affairs Committee



FROM:  Dudley Hoskins



RE:	  Bee Hazard Labeling



DATE:	  August 15, 2013



EPA released today the following bee hazard labeling changes, effective immediately, for all products that have outdoor foliar use directions (except granulars) containing the active ingredients clothianidin, dinotefuran, imidacloprid, or thiamethoxam, regardless of formulation, concentration, or intended user:



1. Pollinator Protection Box: (see attached) on the label following the Environmental Hazards section (note: the Bee icon provided must not be altered); and

2. Directions for Use: (see attached) Place the pollinator language under the “Directions for Use” header directly following the misuse statement (“It is a violation of Federal Law to use this product in a manner inconsistent with its labeling”).  At this time these statements are not intended to be placed under each crop site.

3. In current labeling you must replace any references to bees “actively visiting,” “actively foraging,” or “visiting” with “foraging.” Do not delete or change any other existing bee/pollinator statemens.

EPA is requesting registrants subject to this language submit a fast-track amendment to revise product labels incorporating the new labeling no later than September 30, 2013.  We have submitted specific concerns and requests for additional information to EPA relating to the bee hazard label language, and we are waiting for the Agency’s response.



The following expert represents our submission to EPA on the specialty use categories we argue should be exempt from the use directions and bee hazard statements.  This list reflects the considered review of the registrants engaged in this process, and we fully expect EPA to push back on a number of these requests for exemption:

[bookmark: _GoBack]

For the non-agricultural uses from various neonic labels, the following use categories should be excluded from non-agricultural uses to which the new use directions and bee hazard statements would apply.  The included and excluded uses should be reconciled with state interpretations of “non-agricultural uses”.

· Ant bait (including mound treatment for fire ant control);

· Area & Space sprays;

· Bed bugs;

· Certain public health uses, e.g mosquito spraying;

· Commercial Greenhouses;

· Crack and crevice, general, and spot treatment for residential areas;

· Exterior broadcast pest control sprays around structure perimeters, including perimeter band treatments of 3 feet wide or less from building outwards and 3 feet above the grade level and termiticides;

· General insect control and structural pest control within domestic dwellings, commercial, food processing, health care, institutional, industrial, and public buildings;

· Interiorscapes plantscapes (Including domestic residential plantings);

· Localized Treatment for Control of Yellow Jackets and Wasps;

· Poultry houses;

· Lawns; Sod; Turf;

·  Spot on formulations for cats and dogs; and

· Wood destroying insects.

We are evaluating appropriate next steps.  In the interim, please do not hesitate to contact us with any questions.

1
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August 29, 2013


Attn: Ms. Meredith Laws 


Document Processing Desk (E-SUB) 


Office of Pesticide Programs (7504P) 


U. S. Environmental Protection Agency 


Room S-4900, One Potomac Yard 


2777 S. Crystal Drive 


Arlington, VA 22202-4501

Dear Ms. Laws,


In response to the Agency’s letter dated July 22, 2013 to registrants of  neonicotinoid insecticides, Control Solutions Incorporated  (CSI) (EPA Company # 53883) are providing the Agency with information regarding efficacy testing and stewardship. 


CSI is an affiliate company of  Makhteshim Agan Industries and we are working on a collective response with our colleagues from MANA (EPA Company # 66222).

This letter addresses the efficacy data supporting the active ingredient and Makhteshim Agan pollinator stewardship program.


Efficacy Data


The Agency is requiring the submission of efficacy data specifically relating to the movement and concentration of active ingredients and major degradates in plant structures, fluids and tissues over the period when efficacy is expected.  As registrants of post patent products we do not have the type of data requested but we can submit the standard efficacy data owned. Please let us know if we should make this submission and we will do so immediately. We are not submitting reports with this letter as we do not feel this is the data the agency is requesting. 

Stewardship Plan


As registrants we have an obligation to educate and reinforce to growers and applicators proper label usage and Best Management Practices. 


There are several initiatives we have undertaken in order to ensure proper stewardship of our products. These include improvements to our labels, implementation of a resource website, and support of industry association initiatives for pollinator health.  Labels are the foundation for good stewardship. We are in the process of overhauling our label format to facilitate simplicity and clarity of directions. We believe the idea of “one size fits all” approach does not work for pollinator labeling statements and will adjust directions accordingly.  We are also implementing the bee precautionary/ use statements on our imidacloprid products according to the Agency’s August 15th letter and will look for future guidance by the Agency as the scientific knowledge increases.


In an effort to enhance communication with growers and end users, we are developing a website dedicated to stewardship and pollinator health. We want to reinforce the need for proper label direction usage and Best Management Practices. This website will support techniques to reduce potential pesticide exposure to pollinators including timing of application (avoidance of application to blooms) and Integrated Pest Management approaches.  As well, this website may offer other education and training links such as those to EPA’s Pollinator Protection site and Agricultural Extension website.


As members of RISE, CropLife America and other trade associations, we actively sponsor the pollinator stewardship initiatives promoted by these organizations. These include support for increasing habitat for honey bees, wildlife and other pollinators; education and training; and practical research focusing on the real-world conditions to which pollinators are exposed. 


Please feel free to contact me directly or agent on file Bert Volger at 1-610 7933222 if you have any question concerning CSI’s imidacloprid EPA registrations.


Sincerely,
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Anne Turnbough


Director, Regulatory Affairs


(281) 892-2532


5903 Genoa Red Bluff    •    Pasadena, TX 77507-1041    •    www.controlsolutionsinc.com

281-892-2500    •    Fax 281-892-2501    •    800-242-5562
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From: Laura Phelps [mailto:Iphelps@manainc.com]

Sent: Thursday, August 29, 2013 7:16 AM

To: Anne Turnbough

Subject: FW: EPA Releases Bee Hazard Label Language (Pollinator Protection Box & Directions for Use)
Importance: High

See attached for EPAs second letter.

From: Dudley Hoskins [mailto:DHoskins@pestfacts.org]
Sent: Thursday, August 15, 2013 10:49 AM

To: Laura Phelps
Subject: FW: EPA Releases Bee Hazard Label Language (Pollinator Protection Box & Directions for Use)
Importance: High

Laura,
Per your request, please see attached.

Dudley W. Hoskins
Manager, Regulatory Policy
RISE

1156 15 Street, NW

Suite 400

Washington, DC 20005
Phone: 202-872-3845

Fax: 202-355-1467

www.pestfacts.org
www.debugthemyths.com

This e-mail message may contain privileged and/or confidential information, and is intended to be received only by persons entitled to
receive such information. If you have received this e-mail in error, please notify the sender immediately. Please delete it and all
attachments from any servers, hard drives or any other media. Other use of this e-mail by you is strictly prohibited.

All e-mails and attachments sent and received are subject to monitoring, reading and archival by CropLife America and RISE. The
recipient of this e-mail is solely responsible for checking for the presence of "Viruses" or other "Malware". CropLife America and RISE
accepts no liability for any damage caused by any such code transmitted by or accompanying this e-mail or any attachment.

From: Dudley Hoskins

Sent: Thursday, August 15, 2013 10:48 AM

To: Ahlers, Erin; Akers, Rodney; Allison Donaghy; Alvis, Jeff; Anderson, Beth; Ashley, Rebecca; Assaf,
Nasser; Barlow, Dave; Baxter, Jim; Berger, Jonathan; Beyer, Wayne; Bodey, Paula; Brodie, Katrina;
Brunlinger, Michelle; Hunter Carpenter; Cosky, Steve; Covert, Jeanette; DeCarlo, Jennifer; Duke, Marcia;
Emory, Edie; Flanagan, Laurie; Fulcher, Allan; Healey, Tim ; Aaron Hobbs; Holihan, Jill; Dudley Hoskins;
Houseworth, Doug; Hutcheson, Sherry; Janus, Erik; Jason Blake (jblake@thepondguy.com); John
Lublinkhof; Kimberly Dickinson; Kuhle, Jim; Larson, Karen; Lennan, Tom; Lilly, Jennifer; Mason, Chris;
Maurer, Eric; Mavian, Kari; McKeel, Chava; Jean McMahon; Meindl, George; Messina, Jim; Mezin,
Laurent; Olzinger, John; Ostrowski, Jonathan; Parenti, Evan; Peterson, John; Rea, Liz; Karen Reardon;
Rise Regulatory; Rice, Patricia; Rowe, Dennis; Schafer, Tann; Schlekau, Julie; Schmit, Thomas; Sell,
Doug; Sharp, Janice; Shearer, Karen; Skibba, Chris; Spagnoli, Julie; Spragins, Cisse; Starlyn Fikkert
(Starlyn.fikkert@VLSci.com); Tackema, Carrie M.; Theodorakis, Tim; Thomas, Dana; Trostle, Mark;
Turnbough, Anne; Vickers, Matt; Wendelburg, Brian; Wright, John; Yentel, Jennifer; Zentner, Audra;
Ziehr, Debbie; Zurcher, Corina

Subject: EPA Releases Bee Hazard Label Language (Pollinator Protection Box & Directions for Use)
Importance: High


mailto:DHoskins@pestfacts.org
http://www.pestfacts.org/
http://www.debugthemyths.com/
mailto:jblake@thepondguy.com
mailto:Starlyn.fikkert@VLSci.com

Dear RAC:

EPA has just released the attached bee hazard label language and the attached directions
for use, which are effective immediately for all products that have outdoor foliar use
directions (except granulars) containing the active ingredients clothianidin, dinotefuran,
imidacloprid, or thiamethoxam, regardless of formulation, concentration, or intended user.

Please see our attached memo summarizing requests for exemptions, concerns, and
requests for additional information submitted to EPA during this process. Part of our input
and facilitation during these discussions between EPA and the registrants subject to this
label language has been over the potential precedent and process undertaken to
implement these changes.

We are reviewing appropriate next steps. In the interim, please let us know if you have
any questions.

Regards,
dudley

Dudley W. Hoskins
Manager, Regulatory Policy
RISE

1156 15 Street, NW
Suite 400

Washington, DC 20005
Phone: 202-872-3845

Fax: 202-355-1467
www.pestfacts.org
www.debugthemyths.com

This e-mail message may contain privileged and/or confidential information, and is intended to be received only by persons entitled to
receive such information. If you have received this e-mail in error, please notify the sender immediately. Please delete it and all
attachments from any servers, hard drives or any other media. Other use of this e-mail by you is strictly prohibited.

All e-mails and attachments sent and received are subject to monitoring, reading and archival by CropLife America and RISE. The
recipient of this e-mail is solely responsible for checking for the presence of "Viruses" or other "Malware". CropLife America and RISE
accepts no liability for any damage caused by any such code transmitted by or accompanying this e-mail or any attachment.

This e-mail message may contain privileged and/or confidential information, and is intended to be received only by persons entitled to
receive such information. If you have received this e-mail in error, please notify the sender immediately. Please delete it and all
attachments from any servers, hard drives or any other media. Other use of this e-mail by you is strictly prohibited.

All e-mails and attachments sent and received are subject to monitoring, reading and archival by CropLife America and RISE. The
recipient of this e-mail is solely responsible for checking for the presence of "Viruses" or other "Malware". CropLife America and RISE
accepts no liability for any damage caused by any such code transmitted by or accompanying this e-mail or any attachment.


http://www.pestfacts.org/
http://www.debugthemyths.com/

